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I. Background 

1. I submitted a report on September 25, 2015 to address certain 

reimbursement policies of the Medicare and Medicaid programs administered by the 

Centers for Medicare and Medicaid Services (“CMS”).  On October 26, 2015, I 

submitted a report in response to the September 25, 2015 report of Dr. Stephen Z. 

Fadem to respond to his claims regarding whether CMS-recognized compendia are 

reliable sources of support.  This report is in response to Dr. Joel W. Hay’s revised 

supplemental report submitted on April 22, 2016, which was further corrected on May 

6, 2016 (“5/6/16 Hay Report”).   

2. The opinions offered in this report are based on my background, training, 

and experience described in my initial September 25, 2015 report (“Norwalk Initial 

Report”), which also attached my curriculum vitae as Exhibit A.  My opinions have 

also been informed by my review of documents and other information cited in this 

report and referenced in Exhibit A.   

3. As with my previous reports, the opinions herein are being offered in my 

capacity as an independent expert, not on behalf of CMS, the U.S. Department of 

Health & Human Services (“HHS”), or any other department or agency of the federal 

government.  I do not purport to speak on behalf of any of these agencies, and I am 

not asserting that these opinions have been endorsed by them. 

II. Summary of Opinions 

4. Dr. Hay’s 5/6/16 Report continues to rely upon assumptions and draw 

conclusions that, for reasons explained in my prior declarations, do not reflect how 

certain federal programs operate.  This report will address a subset of defects in his 

analysis that I have identified since I submitted my Initial Report.   

a. First, Dr. Hay alleges that the Medicare Advantage program (also 

known as Medicare Part C) incurred damages prior to the 2006 implementation of the 

Medicare Part D prescription drug benefit.  According to Dr. Hay, these damages 
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purportedly came from the federal government reimbursing outpatient prescriptions as 

part of the Medicare Advantage program prior to 2006.  In fact, the federal 

government did not reimburse outpatient prescriptions as part of the Medicare 

Advantage program before 2006 unless the drug was administered incident to a 

physician’s services and therefore covered by the Medicare Part B program.  Because 

Thalomid® and Revlimid® are oral medications, and thus not administered incident 

to a physician’s services, these drugs were not covered by Medicare Part B.  

Therefore, contrary to Dr. Hay’s belief, the federal government did not pay for 

Thalomid® and Revlimid® as part of the Medicare Advantage Program prior to 

2006.1 

b. Second, as I explained in my Initial Report, Medicare does not 

incur a cost based on any individual Part D covered prescription.  CMS pays Part D 

Plans (and Medicare Advantage Plans offering outpatient prescription coverage since 

2006) on a modified capitated basis.  Under this model, Plans are paid a prospective, 

fixed payment at the beginning of the coverage period that is intended to cover all the 

reimbursable prescriptions and services provided to enrollees.  The fixed payment 

does not vary based on the cost of any prescription or any service provided to an 

enrollee.  Dr. Hay ignores this modified capitated structure and instead relies on 

Prescription Drug Event (“PDE”) data that Plans provide to CMS.  This PDE data 

reflects an unadjusted prescription cost that does represent the true cost to the Part D 

Plan because it does not account for rebates and other discounts.  Moreover, the PDE 

data does not reflect or relate to the modified capitated payment from Medicare to a 

Plan. 

                                           
1 This lack of coverage for outpatient, self-administered prescriptions led to the 
Medicare Replacement Drug Demonstration (“MRDD”) Project in 2004, which 
included Thalomid®, and eventually, Medicare Part D.  See Norwalk Initial Report, ¶ 
18. 
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c. Third, Dr. Hay includes all Medicare Part D off-label Thalomid® 

and Revlimid® prescriptions in his damages calculation.  However, Part D Plans must 

cover certain off-label uses—those supported by compendia or CMS-recognized 

medical literature—and have discretion to cover other off-label uses.  In addition to 

Part D Plans, Medicare’s independent review contractor, Maximus, interprets what 

qualifies as adequate “support” to require coverage of off-label uses and has required 

Part D Plans to cover many of the off-label uses alleged in this case.   

d. Fourth, Dr. Hay alleges that Celgene’s donations to non-profit, 

independent patient assistance programs (“PAPs”) are kickbacks when those 

donations are used to fund co-payment assistance for Medicare Part D beneficiaries.  

To ensure beneficiary access to drugs, HHS and CMS issued guidance in 2006 that 

referenced and incorporated guidance issued by the HHS Office of the Inspector 

General (“OIG”) in 2005 reassuring manufacturers that, so long as certain criteria are 

met, they could donate to independent PAPs, which could, in turn, subsidize Part D 

co-payments.  Indeed, CMS wanted to ensure that manufacturers did not stop donating 

to these PAPs because that would negatively impact beneficiary access to therapies.     

III. Medicare Advantage / Medicare Part C 

5. Dr. Hay alleges that Thalomid® prescriptions were reimbursed by 

Medicare, prior to the implementation of Medicare Part D, through the Medicare 

Advantage program, also known as Medicare Part C.2  Dr. Hay cites to no data 

produced during this litigation or public sources showing that Medicare made 

payments for Thalomid® prescriptions during this time period.  In fact, the federal 

government incurred no cost related to the prescription drug benefit of any Medicare 

Advantage Plan prior to 2006 for drugs such as Thalomid® and Revlimid®, which 

                                           
2 Dr. Hay acknowledges in his revised report that Revlimid® would not have been 
reimbursed by Medicare Advantage prior to 2006 because it was not FDA approved 
for marketing until late 2005.  
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were not covered under Medicare Part B because they were not provided incident to a 

physician service in a physician’s office.  See Norwalk Initial Report, ¶¶ 22, 25.   

6. Medicare beneficiaries entitled to Medicare Part A (inpatient services) 

and enrolled in Part B (outpatient services) can choose to remain in these fee-for-

service programs (meaning each individual service is reimbursed separately), or can 

opt into a managed care Medicare Advantage Plan (meaning CMS pays a private 

health plan a prospective, fixed per-beneficiary payment that does not vary based on 

the prescriptions or services provided) to receive the inpatient and outpatient services 

covered by Parts A and B. 

7. Medicare Advantage Plans are operated by private health care entities 

such as insurers.  Medicare pays these private entities a capitated (i.e., fixed), per-

enrollee rate to provide services to enrolled beneficiaries.  Every Medicare Advantage 

Plan must provide services equal to those offered by traditional Medicare fee-for-

service.  In other words, Medicare Advantage Plans must cover everything covered by 

Medicare Parts A and B, though they have flexibility in how they provide those 

benefits and the patient cost-sharing amounts they require.  Since 2006 and the 

implementation of Part D, most Medicare Advantage providers have offered at least 

one plan with a prescription drug benefit equivalent to Part D.  Medicare subsidizes 

this drug benefit through Part D. 

8. However, prior to 2006, Medicare did not subsidize outpatient 

prescription drug coverage unless the drug was covered under Part B.  If Medicare 

Advantage Plans chose to cover drugs that were not covered by Part B, it was through 

a supplemental benefit that was not reimbursed by the federal government.  See 65 

Fed. Reg. 40170, 40206-07 (June 29, 2000) (explaining that supplemental benefits, 

including a drug benefit, are not covered by Medicare and are, instead, “fully paid for 

by [Medicare Advantage] enrollees through a separate premium or cost sharing.”).  

Some Medicare Advantage Plans made prescription coverage a mandatory 
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supplemental benefit in addition to basic Medicare coverage, and others made it 

optional.  In either case, the prescription drug benefit was fully paid by the Plan and 

beneficiary through separate co-insurance, such as a premium, deductible, or co-

payment.  Id. at 40206; see also 42 C.F.R. §§ 422.100, 422.2 (defining mandatory and 

optional supplemental benefits as “not covered by Medicare”).  The federal 

government incurred no cost related to the prescription drug benefit of any Medicare 

Advantage Plan prior to 2006. 

9. Since the implementation of Part D in 2006, prescription drugs offered 

through a Medicare Advantage Plan are covered through premiums paid in part by 

Medicare to the Medicare Advantage Plan and in part by the beneficiary through co-

insurance fees in the same way as prescription drugs offered by Part D Plans.  That is, 

prescriptions are reimbursed on a modified capitated basis.  See Norwalk Initial 

Report, ¶¶ 54-57.   

10. Dr. Hay incorrectly relies on PDE data in his 5/6/16 Report as the basis 

for calculating post-2006 Medicare Advantage and Part D damages.  The PDE data is 

submitted to CMS by Medicare Advantage and Part D Plans and reflects the 

unadjusted cost to a Medicare Advantage or Part D Plan for a prescription.  The PDE 

data does not reflect the net cost to the Plan because it does not account for discounts 

or any other price adjustments.  In other words, it does not reflect what the Plans paid 

for the prescriptions and thus, does not reflect the actual cost to the government, 

including because the amount the government pays is not calculated on a per-drug 

basis.   

IV. Medicare Part D 

11. Dr. Hay misstates various aspects of the Medicare Part D program.  I 

address two here:  (1) his conclusion that all off-label uses of Thalomid® and 

Revlimid® resulted in damages; and (2) his allegation that Celgene’s contributions to 
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non-profit patient assistance programs constitute kickbacks that resulted in false 

claims. 

 A. Medicare Part D Appeals 

12. Dr. Hay’s damages calculation for Medicare Part D encompass all off-

label uses of Thalomid® and Revlimid®.  As I explained in my Initial Report, many 

off-label uses are covered and reimbursed by Medicare Part D.  Part D Plans must 

cover off-label, on-compendia uses, as well as off-label uses that are not supported by 

compendia but are supported by CMS-recognized literature.  Norwalk Initial Report, 

¶¶ 11, 58-60.  Off-label uses can also be covered by Medicare Part D based on 

formularies or coverage policies, or on a case-by-case basis through prior 

authorization and appeals processes.  Norwalk Initial Report, ¶¶ 62-63.  These 

processes are implemented not only by individual Part D Plans, but also by CMS’s 

contractor which reviews the decisions made by individual Plans.   

13. Maximus is the independent review contractor that CMS employs—and 

has employed since the beginning of the Part D Program—to review appeals of drug 

coverage denials by Part D Plans, including Medicare Advantage Plans that offer the 

prescription drug benefit.  In instances where an individual is denied coverage for a 

particular drug by a Part D Plan, the individual can appeal that decision, first to the 

Plan itself, and then to Maximus for a second review (and if needed, thereafter to an 

administrative law judge, an administrative review board, and ultimately, a judge in 

federal court).  Appeals to Maximus follow particular procedures, as set forth in its 

Part D QIC Reconsideration Procedures Manual.  Of particular note, appeals that 

require a medical necessity determination, including, for example, formulary 

exception requests and determinations of whether an off-label use is “medically 

accepted,” are reviewed and decided by a board certified physician.  See Maximus 

Federal Services, Part D QIC Reconsideration Procedures Manual, at 4 (Dec. 2014), 

available at 
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http://www.medicarepartdappeals.com/sites/default/files/PartD_ReconManual-

v9.3.pdf; see also Medicare Prescription Drug Benefit Manual, Ch. 18 § 40.2.1 

(explaining that a coverage determination based on clinical documentation such as 

unmet coverage criteria is considered a determination based on medical necessity).  

The physician’s review is de novo and the appeal outcome is binding.  If the appeal is 

decided in favor of the beneficiary, the Part D Plan must cover the drug at issue.  See 

Medicare Prescription Drug Benefit Manual, Ch. 18 § 130.3.1 (“If the Part D Plan 

sponsor’s decision is reversed in whole or in part by any other appeal entity, the Part 

D Plan sponsor must authorize or provide the benefit under dispute within 72 hours 

from the date it receives notice from the appeal entity reversing the determination.”). 

14. I have reviewed documents relating to appeals of Thalomid® and 

Revlimid® coverage decisions by Part D Plans that Maximus produced in this 

litigation subsequent to my Initial Report.  Similar to the Part D Plans’ appeals 

documents, some of which I referenced in my September 25, 2015 report, see 

Norwalk Initial Report, ¶ 76, the Maximus materials reflect that the government 

approves coverage for off-label uses, including off-label uses challenged in the Third 

Amended Complaint and Dr. Hay’s 5/6/16 Report.   

15. Maximus often requires documentation that a proposed off-label use is 

for a “medically accepted” indication with “support” in a compendia entry.  Norwalk 

Initial Report, ¶ 31.  The appeals show that, when determining what is “medically 

accepted,” Maximus interprets the concept of “support” broadly.  For instance, 

Maximus approved appeals and required coverage for off-label uses in the following 

circumstances: 

a. Maximus found adequate support based on compendia entries that 

indicate an off-label use of Thalomid® is under investigation.  See 

MAXIMUS089623-26 (requiring coverage for Thalomid® to treat renal cell cancer in 

May 2009 based on language from an AHFS entry that says the drug is “being 
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evaluated for the treatment of a variety of malignancies, including . . . renal 

carcinoma”); MAXIMUS105235-38 (requiring coverage for Thalomid® in September 

2008 to treat ovarian cancer based on an AHFS entry that says the drug “is being 

evaluated for the treatment of a variety of malignancies, including. . . ovarian 

cancer ”).   

b. Maximus found adequate support based on a compendia entry 

indicating that Thalomid® may have activity in treating an off-label cancer, even 

though the entry indicates that Thalomid® should be used as a last resort.  See 

MAXIMUS000633-36 (requiring coverage for Thalomid® to treat prostate cancer in 

May 2006 based on a USP-DI entry that says the drug “should be reserved for 

desperate clinical situations”).   

c. Maximus found adequate support based on compendia entries that 

do not meet the Medicare Benefit Policy Manual definition of “medical acceptance,” 

such as DrugDex entries for Thalomid® with a III rating, even though the Medicare 

Benefit Policy Manual, Ch. 15, § 50.4.5.B states that “[a] use is not medically 

accepted by a compendium if the . . . indication is a Category 3 in NCCN or a Class 

III in DrugDex.”  See MAXIMUS036875-79 (requiring coverage for Thalomid® to 

treat mantle cell non-Hodgkin’s lymphoma in August 2006 based on supportive 

language in a DrugDex entry with a III rating); MAXIMUS105845-49 (requiring 

coverage for Thalomid® to treat renal cancer in October 2008 based on a DrugDex 

entry with a III rating because the language related to renal cancer was supportive, and 

based on language in an AHFS entry stating that Thalomid® has been used in the 

treatment of renal cancer).  Maximus also found adequate support where a disease was 

mentioned in DrugDex without any rating.  See MAXIMUS111143-46 (covering 

Thalomid® to treat pancreatic cancer in November 2008 because the DrugDex entry 

said that the drug has “demonstrated efficacy in controlling malignancies including 

pancreatic cancer”). 
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16. Maximus also has found adequate support for off-label uses based on 

medical literature.  Appeals show that, similar to its treatment of compendia, Maximus 

has found adequate “support” in medical literature in situations where the Medicare 

Benefit Policy Manual’s definition of what should be considered “supportive” of a 

“medically accepted” off-label use is not met.  For instance, appeals were approved by 

Maximus requiring coverage for off-label uses as follows: 

a. Maximus found adequate support based on medical literature 

describing a case report even though the Medicare Benefit Policy Manual, Ch. 15, 

§50.4.5.C provides that “case reports are generally considered uncontrolled and 

anecdotal information and do not provide adequate supportive clinical evidence for 

determining accepted uses of drugs.”  See MAXIMUS118910-12 (requiring the Part D 

Plan to cover Revlimid® to treat acute myeloid leukemia in March 2009 based on a 

case report published in Leukemia in November 2006). 

b. Maximus found adequate support based on medical literature 

describing a small, non-randomized trial even though the Medicare Benefit Policy 

Manual, Ch. 15, §50.4.5.C suggests that non-randomized studies require a “significant 

number” of subjects.  See, e.g., MAXIMUS145613-21 (requiring the Part D Plan to 

cover Thalomid® for chronic lymphocytic leukemia in September 2009 based on a 

40-person trial published in Leukemia in May 2009). 

c. Maximus found adequate support based on abstracts published in 

CMS-approved medical journals even though the Medicare Benefit Policy Manual, 

Ch. 15, §50.4.5.C states that “[a]bstracts (including meeting abstracts) are excluded 

from consideration.”  See MAXIMUS151397-401, 407-11 (requiring coverage for 

Revlimid® to treat prostate cancer in April 2010 based on two abstracts, one 

following the ASCO meeting, published in Journal of Clinical Oncology and Cancer 

in 2007). 
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17. In some instances where there is no support in recognized compendia or 

medical literature, Maximus has granted appeals and required coverage based on other 

evidence that supports an off-label use as reasonable and necessary for a particular 

patient.  See MAXIMUS003296-31 (requiring coverage of Thalomid® to treat 

smoldering multiple myeloma without dexamethasone on July 14, 2006 because 

corticosteroids were contraindicated for the patient); MAXIMUS128572-76 (requiring 

coverage of Thalomid® to treat non-small cell lung cancer in July 2009 based on two 

ongoing clinical studies and the physician’s statement that indicated the therapy was 

medically necessary, even though “[t]here are no citations in the Medicare approved 

compendia nor is there clinical research published in the Medicare approved 

publications that support the use of Thalomid (Thalidomide) for treatment of non-

small cell lung cancer”). 

18.   Through the appeals process, Maximus has required coverage for many 

of the off-label uses at issue in this matter.  As indicated by the examples cited above, 

Maximus required coverage for Thalomid® to treat leukemia, lung cancer, lymphoma, 

multiple myeloma without dexamethasone, prostate cancer, pancreatic cancer, renal 

cancer, and ovarian cancer, and has required coverage for Revlimid® to treat 

leukemia and prostate cancer.   

19. Additionally, Maximus has also ensured Part D Plans are providing 

coverage of “medically accepted” uses as defined by the Medicare Manual, namely, 

those uses that are supported by the CMS-recognized compendia and literature, within 

the corresponding parameters set out in the Manual.  Specifically, in addition to the 

indications already discussed, Maximus has required coverage for Thalomid® to treat 

brain cancer, Kaposi’s sarcoma, melanoma, and MDS.  See, e.g., MAXIMUS038349-

53 (requiring a Part D Plan to cover Thalomid® to treat MDS on November 8, 2006 

based on a supportive DrugDex entry); MAXIMUS080854-59 (requiring a Part D 

Plan to cover Thalomid® on January 26, 2008 for the treatment of glioblastoma 
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multiforme brain cancer based on a supportive DrugDex entry); MAXIMUS047672-

77 (requiring a Part D Plan to cover Thalomid® in September 2006 for the treatment 

of malignant melanoma based on a supportive DrugDex entry); MAXIMUS138944-

47 (requiring coverage of Thalomid® on November 7, 2009 to treat AIDS-related 

Kaposi’s sarcoma based on a supportive DrugDex entry).  

20. Likewise, Maximus has required coverage for Revlimid® to treat 

lymphoma, first-line multiple myeloma, MDS without del-5Q deletion, and 

myelofibrosis.  See MAXIMUS115411-14, 426-29 (requiring the Part D Plan to cover 

Revlimid® to treat mantle cell non-Hodgkin’s lymphoma in January 2009 based on a 

October 20, 2008 Journal of Clinical Oncology article); MAXIMUS029029-33 

(requiring coverage for Revlimid® as treatment for first-line multiple myeloma on 

June 3, 2014 based on a supportive NCCN entry); MAXIMUS117626-29 (requiring 

coverage for Revlimid® as treatment for MDS without a del-5Q deletion on February 

26, 2009 based on a supportive NCCN entry and research published the year before in 

Blood, a Medicare-approved journal); and MAXIMUS118659-62 (requiring coverage 

in March 2009 for Revlimid® to treat myelofibrosis based on an article published in 

Blood on August 15, 2006). 

B. Non-Profit Patient Assistance Programs 

21. Dr. Hay asserts in his 5/6/16 Report that Celgene’s contributions to 

charitable patient assistance foundations, including the Patient Access Network 

Foundation (“PANF”) and the Chronic Disease Fund (“CDF”), constitute kickbacks.  

Dr. Hay appears to misunderstand the Agency’s guidance on this subject.  

Specifically, he appears to believe based on his review of OIG guidance and 

conversations with Relator’s counsel that it violates the Anti-Kickback Statute if a 

pharmaceutical company’s donations to a non-profit, independent patient assistance 

program (“PAP”) are used to cover Medicare Part D co-payments.  5/6/16 Hay 

Report, ¶ 120.  According to Dr. Hay, this is “illegally fund[ing] patient co-pays.”  Id. 
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at ¶ 74.  He goes on to say that it is “clearly” in Celgene’s financial interest to assist 

with a Medicare co-pay if, as a result, “Celgene got back the Medicare payment 

portion (e.g., 80% of a Revlimid® prescription cost).”  Id. at ¶ 119.   

22. Dr. Hay’s description of how charitable kickbacks could create financial 

incentives for manufacturers or increase government costs does not accurately 

describe Medicare coverage.   

a. Under Medicare Part B, a patient’s co-payment is typically 20 

percent with Medicare covering the remaining 80 percent of the cost.  That is not the 

case for Medicare Part D.  Individual Part D Plans set beneficiaries’ cost-sharing 

responsibilities.  These cost-sharing amounts can vary significantly from one Part D 

Plan to the next, or within a Plan depending on a variety of factors such as whether the 

drug is listed on the Plan’s formulary and where the beneficiary falls in the coverage 

spectrum (e.g., if they are in the “donut hole,” which is the coverage gap that occurs 

after a beneficiary hits his or her initial spending limit, versus receiving catastrophic 

coverage after the donut hole). 

b. Drug manufacturers, including Celgene, negotiate drug prices, 

rebates, and any other discounts with various entities, including Part D Plans, 

pharmacies, pharmacy benefits managers, and others that reduce the cost of a 

prescription; the cost of a Thalomid® or Revlimid® prescription is therefore different 

from one Plan to the next, and the payment to Celgene is not dependent on the co-

payment amount.   

c. As discussed in my Initial Report, the cost of Thalomid®, 

Revlimid®, or any Part D covered drug to a Plan is not directly passed through to 

Medicare.  See Norwalk Initial Report, ¶¶ 54-57; see also Email from Eden Heard, 

HHS Office of General Counsel, CMS Division, to Justin Brooks et al. (January 20, 

2016) (noting “[i]n the case of Medicare Part D, we don’t pay on a claim basis ….  

The government cost is not determined at the [point of sale] but is determined in the 
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annual Part D payment reconciliation. The reconciliation occurs at the [Part D Plan] 

level, not the claim level.”) (attached as Exhibit B).  Part D Plans are paid on a 

prospective, modified capitated basis, and those payments do not vary or depend on 

the cost of any individual prescription.  Norwalk Initial Report, ¶¶ 54-55.  Thus, 

Medicare is not responsible for the cost of a Part D prescription minus the co-payment 

amount as suggested by Dr. Hay.  

23. Contrary to Dr. Hay’s views about OIG guidance from 2014, HHS, the 

OIG, and CMS have stated that manufacturers may make donations to bona fide 

charitable organizations, and those donations may be used to fund Medicare Part D 

beneficiaries’ co-payments so long as certain criteria are met.  The 2014 guidance 

cited by Dr. Hay also states that “Independent Charity PAPs provide a valuable 

resource to financially needy patients.”  79 Fed. Reg. 31120, 31123 (May 30, 2014).  

The OIG reminds stakeholders that “[l]ongstanding OIG guidance, including [a] 2005 

[special advisory bulletin], makes clear that pharmaceutical manufacturers can 

effectively contribute to the safety net by making cash donations to independent, bona 

fide charitable assistance programs.”  Id. at 31121.    

24. By way of background, as CMS prepared for the launch of the Medicare 

Part D program, ensuring continued access to drugs for the financially needy was a 

major concern.  Prior to Part D, Medicare beneficiaries of limited means could receive 

prescription drugs through manufacturer and independent charity PAPs at little or no 

cost.  Since most prescription drugs were not available through Medicare, these PAPs 

did not raise anti-kickback considerations under Medicare because there was little to 

no impact (or potential impact) on Medicare spending.  However, once Congress 

approved the Medicare prescription drug benefit, manufacturers, independent 

charities, and beneficiaries that had long supported, operated, or relied on PAPs to 

help patients obtain their medications began to worry that the Anti-Kickback Statute 
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might be interpreted to limit the availability of subsidized prescriptions for Part D 

beneficiaries. 

25. In 2005, OIG issued its initial guidance on manufacturer-run and 

independent, non-profit PAPs.  70 Fed. Reg. 70623 (November 22, 2005).  Just three 

months after OIG’s advisory bulletin, the Secretary of HHS issued a statement to 

“clarify any confusion that may exist.”   In a letter to the CEO of PhRMA, the trade 

association for pharmaceutical companies, Secretary Leavitt stated that “nothing in the 

law prevents pharmaceutical companies from continuing to support” independent 

PAPs.  See Letter from Michael O. Leavitt, Secretary of HHS, to Billy Tauzin, 

President and CEO of PhRMA (February 9, 2006) (attached as Exhibit C).   

26. Secretary Leavitt’s letter to PhRMA pointed to OIG’s special advisory 

bulletin, in which OIG spelled out five guideposts for “properly structured” 

independent PAPs:   

a. A pharmaceutical manufacturer cannot directly or indirectly 

influence or control the independent PAP. 

b. The PAP must award assistance in an independent manner such 

that the assistance provided cannot be attributed to a manufacturer. 

c. The PAP must award assistance without regard to manufacturers’ 

interests and without consideration of the patient’s choice of product, provider, 

practitioner, supplier, or Part D Plan. 

d. The PAP must award assistance based on verified financial need 

using uniform measures applied in a consistent manner. 

e. The PAP cannot provide manufacturers with data that allows a 

manufacturer to correlate the amount or frequency of its donations with the number of 

subsidized prescriptions for its products.  (Though, PAPs are allowed to provide 

aggregate data to donors about the number of patients per disease state receiving 

assistance.)  See 70 Fed. Reg. at 70626.  
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27. Just a few months after the Secretary’s letter to pharmaceutical 

companies, CMS issued its own official guidance stating that manufacturers could 

continue to support properly structured “independent PAPs operated by bona fide 

public charities.”  CMS, Memorandum re: HPMS Q&A - Patient Assistance Programs 

(October 4, 2006), at 4 (attached as Exhibit D).    

28. According to the OIG, Secretary Leavitt, and CMS, so long as the five 

factors articulated in the 2005 OIG Guidelines are satisfied, manufacturers can 

contribute to independent PAPs, which can provide co-payment assistance to Part D 

beneficiaries.   

29. During my time at CMS, determining whether an independent PAP was 

properly structured and the OIG criteria met was a legal analysis within the purview of 

the OIG, and my understanding is that it remains so today.  See CMS, Perspective on 

Pharmaceutical Company Patient Assistance Programs, at 2 (January 25, 2006), 

available at http://oig.hhs.gov/fraud/docs/alertsandbulletins/2006/CMSPAP.pdf.  As a 

result, this report does not opine on the application of those five factors to the facts of 

this case, beyond noting that Dr. Hay does not appear to identify any evidence that the 

five factors were violated by Celgene, CDF, PANF, or any other independent PAP or 

specific findings or guidance by the OIG prohibiting the types of contracts between 

Celgene and PAPs, such as CDF and PANF.   

30. Since the inception of the Part D program, HHS—from the Secretary 

down—has been invested in ensuring that independent PAPs continue to receive 

donations from manufacturers and are able to use those donations to subsidize Part D 

prescriptions for the benefit of patients.       
 
 
 
Dated:  June 3, 2016              By:   ___________________________     
        Leslie V. Norwalk 
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MATERIALS CONSIDERED 
 

1 

Court Documents: 

Expert Report of Joel W. Hay, United States of America, et al., ex rel. Beverly Brown v. Celgene 
Corporation, Case No. 10-cv-03165, United States District Court, Central District of California – 
Western Division, September 25, 2015. 

Revised Supplemental Expert Report of Joel W. Hay, United States of America, et al., ex rel. 
Beverly Brown v. Celgene Corporation, Case No. 10-cv-03165, United States District Court, 
Central District of California – Western Division, April 22, 2016. 

Revised Supplemental Expert Report of Joel W. Hay (Corrected), United States of America, et 
al., ex rel. Beverly Brown v. Celgene Corporation, Case No. 10-cv-03165, United States District 
Court, Central District of California – Western Division, May 6, 2016. 

Expert Report of Leslie V. Norwalk, United States of America, et al., ex rel. Beverly Brown v. 
Celgene Corporation, Case No. 10-cv-03165, United States District Court, Central District of 
California – Western Division, September 25, 2015. 

Rebuttal Expert Report of Leslie V. Norwalk, United States of America, et al., ex rel. Beverly 
Brown v. Celgene Corporation, Case No. 10-cv-03165, United States District Court, Central 
District of California – Western Division, October 26, 2015. 

 

Bates‐Stamped Documents: 

MAXIMUS000633-36 

MAXIMUS003296-31 

MAXIMUS029029-33 

MAXIMUS036875-79 

MAXIMUS038349-53 

MAXIMUS047672-77 

MAXIMUS080854-59 

MAXIMUS089623-26 

MAXIMUS105235-38 

MAXIMUS105845-49 

MAXIMUS111143-46 
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MAXIMUS115411-14 

MAXIMUS115426-29 

MAXIMUS117626-29 

MAXIMUS118659-62 

MAXIMUS118910-12 

MAXIMUS128572-76 

MAXIMUS138944-47 

MAXIMUS145613-21 

MAXIMUS151397-401 

MAXIMUS151407-11 

 

Statutes and Regulations: 

42 C.F.R. § 422.100 

42 C.F.R. § 422.2 

 

Publicly Available Materials: 

65 Fed. Reg. 40170 (June 29, 2000)  

70 Fed. Reg. 70623 (Nov. 22, 2005) 

79 Fed. Reg. 31120 (May 30, 2014) 

CMS, Medicare Benefit Policy Manual, Ch. 15, § 50.4.5 (Rev. 96) (Oct. 24, 2008), 
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/bp102c15.pdf. 

CMS, Memorandum re: HPMS Q&A - Patient Assistance Programs (Oct. 4, 2006), 
https://www.cms.gov/Medicare/Prescription-Drug-
Coverage/PrescriptionDrugCovGenIn/Downloads/MemoPAPsOutsidePartDBenefit_100406.pdf. 

CMS, Perspective on Pharmaceutical Company Patient Assistance Programs (Jan. 25, 2006), 
http://oig.hhs.gov/fraud/docs/alertsandbulletins/2006/CMSPAP.pdf. 
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CMS, Medicare Prescription Drug Benefit Manual, Ch. 18 § 40.2.1 (Rev. 9) (Feb. 22, 2013), 
https://www.cms.gov/Medicare/Appeals-and-
Grievances/MedPrescriptDrugApplGriev/index.html?redirect=/medprescriptdrugapplgriev/13_fo
rms.asp. 

CMS, Medicare Prescription Drug Benefit Manual, Ch. 18 § 130.3.1 (Rev. 2) (June 22, 2006), 
https://www.cms.gov/Medicare/Appeals-and-
Grievances/MedPrescriptDrugApplGriev/downloads/partdmanualchapter18.pdf. 

Email from Eden Heard, HHS Office of General Counsel, CMS Division, to Justin Brooks et al. 
(Jan. 20, 2016)  

Letter from Michael O. Leavitt, Secretary of HHS, to Billy Tauzin, President and CEO of 
PhRMA (Feb. 9, 2006), http://oig.hhs.gov/fraud/docs/alertsandbulletins/2006/TauzinPAP.pdf. 

Maximus Federal Services, Part D QIC Reconsideration Procedures Manual (Dec. 2014), 
http://www.medicarepartdappeals.com/sites/default/files/PartD_ReconManual-v9.3.pdf. 
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From: Heard, Eden (HHS/OGC) [mailto:Eden.Heard@hhs.gov]  
Sent: Wednesday, January 20, 2016 10:22 AM 
To: Justin Brooks; Stansel, James C.; Dunne, Kimberly A.; Olson, William E. (CIV) 
(William.E.Olson@usdoj.gov) 
Cc: Johnson, Amanda S. (CMS/CM); Allen, Karen M. (CMS/OTS); Horton, Dinah L. (CMS/OTS) 
Subject: FW: Celgene - final action question - response to example provided 
 
Amanda Johnson has provided written responses below.  We can still have a call at 11 a.m. on Friday if 
you think it’s necessary, and if that works for Will and Sidley. 

Eden Heard  
HHS/OS/OGC, CMS Division  
(202) 401-7418  

 
 
Notice: The contents of this message and any attachments may be privileged and confidential.  Please 
do not disseminate without the approval of the Office of the General Counsel.  If you are not an 
intended recipient, or have received this message in error, please delete it without reading it and please 
do not print, copy, forward, disseminate, or otherwise use the information.  Also, please notify the 
sender that you have received this communication in error. Your receipt of this message is not intended 
to waive any applicable privilege. 
 
 
 
 
From: Justin Brooks [mailto:JBrooks@gbblegal.com]  
Sent: Friday, January 15, 2016 10:25 AM 
To: Heard, Eden (HHS/OGC); 'jstansel@sidley.com'; 'kdunne@sidley.com' 
Cc: Olson, William E. (CIV) (William.E.Olson@usdoj.gov); mwilliams@bmkattorneys.com 
Subject: RE: Celgene - final action question - response to example provided 
 
 
 
Thank you, Eden. We’d like final clarification and/or confirmation on the below points as soon 
as it’s possible for CMS to do so. We need this to rerun our numbers and produce an accurate 
supplemental report. We are happy to schedule a final call with our experts, your team, and 
Celgene’s experts if necessary to reach final resolution. 
 

1)  In the data set provided, there are 2,269 bene_ids were associated with both "H" (Local 
Medicare Advantage Prescription Drug (MA-PD) Plans) and "S" Prescription Drug Plans (PDP). 
How should we deal with the patients with multiple plan types?  

CMS response: Low-income beneficiaries can change plans at any time. In addition, other 
beneficiaries may be granted a special enrollment period in which they change plans. Any 
change in plans will become effective at the beginning of the month because enrollment 
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can only change on a monthly basis. The contract of record is responsible for the beneficiary 
claims with DOS that occur during the time the beneficiary is enrolled in its plan.  

 

 2) According to the table,  

 "H" for Local Medicare Advantage Prescription Drug (MA-PD) Plans, 

"R" for Regional MA-PD Plans, 

"S" for Prescription Drug Plans (PDP), 

"E" for Employer Group Waiver Plans (EGWP), 

"X" for LI NET plan.  

Should we consider "H" and "R" as MA patients and the rest ("S", "E" and "X" ) as non MA 
patients? 

CMS response: H and R represent the MA plans and the others are the stand alone PDPs.  

 

 3) How do we identify the final paid claim by Medicare when we see multiple claims for a 
patient per service date (even if we see that these claims are due to claims submitted by 
different service providers)? 

 CMS response: The final “paid” claim will be identified with a CLM_FINL_ACTN_IND of “Y” and 
either a 1 (original), 2 (adjusted), or 4 (resubmitted) in the CLM_TYPE_CD field. Claims with a 
CLM_FINL_ACTN_IND of “Y” and a CLM_TYPE_CD of “4” are deleted PDEs and were not 
included in the annual Part D payment reconciliation. In the case of Medicare Part D, we don’t 
pay on a claim basis so the claims with a CLM_FINL_ACTN_IND of “Y” and either a 1 (original), 2 
(adjusted), or 4 (resubmitted) in the CLM_TYPE_CD field are the claims that were part of the 
annual Part D payment reconciliation.  

 

4) For 3) above, when different payment amounts are seen for multiple claims for a patient per 
service date, how to identify the final claim amount paid?  

CMS response: The total cost of the drug will be the sum of GDCB and GDCA. The PDE provides a 
breakdown of what the plan (CPP and NPP) and the beneficiary (Pt. Pay amount) paid at the point-of-
sale. The government cost is not determined at the POS but is determined in the annual Part D payment 
reconciliation. The reconciliation occurs at the PBP level, not the claim level. 
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Justin S. Brooks 
Guttman, Buschner & Brooks PLLC 
1515 Locust Street, Suite 501 
Philadelphia, PA 19102 
Direct Dial: (302) 327-9210 
Mobile: (610) 547-9556 
jbrooks@gbblegal.com 
 
 
 
From: Heard, Eden (HHS/OGC) [mailto:Eden.Heard@hhs.gov]  
Sent: Monday, January 11, 2016 2:25 PM 
To: 'jstansel@sidley.com' <jstansel@sidley.com>; Justin Brooks <JBrooks@gbblegal.com>; 'kdunne@sidley.com' <kdunne@sidley.com> 
Cc: Olson, William E. (CIV) (William.E.Olson@usdoj.gov) <William.E.Olson@usdoj.gov> 
Subject: Celgene - final action question - response to example provided 
 
The CMS Integrated Data Repository (IDR) views this one PDE as four different PDEs because of the Rptd Service Provider ID, in which the 
sponsor submitted a different Service Provider ID in each submission.   Was this the only instance like this that you found? There are key fields 
on the PDE that the IDR uses to classify PDEs into families (families are the summary of changes to one PDE). Because of the slight variation in 
the Service Provider ID, the IDR classifies this as four different PDEs but it is really only one PDE.  We don’t know how often this occurs. As stated 
previously, there is only one final action PDE in a family. This is a situation in which IDR thinks there are four different families.  
 

Date of 
Service 

Rx Service Reference 
Number Fill Number 

Rptd Service 
Provider ID 

Rptd 
Service 
Provider ID 
Qlfyr 

Dispensing 
Status 
Code 

Claim Effective 
Indicator 

5/4/2007 000000003546 1 PAPERCLAIM 99 
 

Y 
5/4/2007 000000003546 1 4541416 07 

 
Y 

5/4/2007 000000003546 1 PAPER CLM 99 
 

Y 
5/4/2007 000000003546 1 PAPER CLAIM 99 

 
Y 
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Eden Heard  
HHS/OGC/CMS Division  
(202) 401-7418  

 
 
Notice: The contents of this message and any attachments may be privileged and confidential.  Please do not disseminate without the approval of 
the Office of the General Counsel.  If you are not an intended recipient, or have received this message in error, please delete it without reading it 
and please do not print, copy, forward, disseminate, or otherwise use the information.  Also, please notify the sender that you have received this 
communication in error. Your receipt of this message is not intended to waive any applicable privilege. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 
Centers for Medicare & Medicaid Services 
7500 Security Boulevard 
Baltimore, Maryland 21244-1850 

 
CENTER FOR BENEFICIARY CHOICES   

 
October 4, 2006 

 
Memorandum To:  All Part D Sponsors 

 
Subject: HPMS Q & A  - Patient Assistance Programs 

 
From:  Cynthia Tudor, Ph.D., Director, Medicare Drug Benefit Group 

 
The following question and answer on patient assistance programs operating outside the Part D 
benefit has been revised and updated in the Frequently Asked Questions Database on the CMS 
website at http://questions.cms.hhs.gov. 

 
Q:        Can patient assistance programs (PAPs) provide assistance with Part D drug costs to Part D 

enrollees outside of the Part D benefit and without counting towards TrOOP? 
 
A: We have previously advised that drug payments made by PAPs on behalf of Part D enrollees 

could count toward TrOOP, unless these organizations qualify as group health plans, 
insurance or otherwise, or other similar third-party payment arrangements.  However, we 
clarify that we will allow PAPs the option of providing assistance for covered Part D drugs 
on behalf of Part D enrollees outside the Part D benefit.  Under this option, a PAP would 
operate outside of the Part D benefit, and any assistance it provides to a Part D enrollee for 
drugs that would have been covered under his or her Part D plan would not count as an 
incurred cost that would be applied toward the enrollee’s TrOOP balance or total drug 
spend. In other words, when operating outside the Part D benefit (and beginning at the point 
at which a beneficiary’s assistance under a PAP is effective), a claim for the drug for which 
a PAP had provided assistance would never be submitted to a beneficiary’s Part D plan. 

 
Operating outside the Part D benefit does not preclude a PAP sponsor from requiring its 
enrollees – including those enrolled in a Part D plan – from paying a nominal copayment 
when they fill a prescription for a covered Part D drug for which they provide assistance. 
We believe that any copayments assessed by PAPs operating outside the Part D benefit 
should be nominal, since only nominal beneficiary cost-sharing is consistent with the 
concept of operating outside Part D.  Moreover, given that copayments are typically 
assessed for purposes of minimizing drug overutilization, the assessment of anything but 
nominal cost-sharing by PAPs is seemingly inconsistent with the mission of a charitable 
organization structured to provide assistance with prescription drug costs to low-income 
patients. 

 
Although PAP payments made for those covered Part D drugs outside the benefit may never 
count toward enrollees’ TrOOP or total drug spend balances, we clarify that any nominal 
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2  

PAP copayment amounts paid by Part D enrollees will be aggregated to their TrOOP and 
total drug spend balances, provided the enrollees take responsibility for submitting the 
appropriate documentation to their plan.  It will not be permissible, however, for beneficiary 
payments structured as administrative fees or premiums to be aggregated to Part D TrOOP 
and total drug spend balances, as these types of beneficiary out-of-pocket expenditures do 
not meet the definition of “incurred costs” at 42 CFR 423.100. 

 
Enrollee submission of this documentation is necessary because a PAP operating outside the 
Part D benefit should never submit a claim for assistance provided for a covered Part D drug 
to a Part D enrollee’s Part D plan.  Consistent with our guidance on claims processing, plans 
should process these enrollee-submitted claims in the order in which they are received, not 
based on date of service. 

 
As noted elsewhere, in order to facilitate implementation of this policy, plans should 
establish processes and clear instructions for enrollee paper claim submissions such that they 
can distinguish between claims submitted for : (1) out-of-network coverage; (2) adjustment 
to TrOOP balances based on wraparound payments by supplemental payers not previously 
submitted to the plan; (3) documentation submitted for a purchase made via a discount card 
or other special cash discount outside the Part D benefit in any applicable deductible or 
coverage gap phase of the benefit; and (4) documentation submitted for a copayment 
assessed by a PAP sponsor operating outside the Part D benefit for assistance provided with 
covered Part D drug costs.  We plan to develop and share with plans model paper claims 
submission forms they can use or revise for these purposes. 

 
 
 

The choice of whether to operate inside or outside the Part D benefit would be entirely at 
each individual PAP’s discretion, although the PAP would still need to comply with the 
Federal fraud and abuse statutes.  We note that the issue of establishing criteria for 
applicability of PAP assistance remains up to each individual PAP.  PAPs have discretion to 
decide at what point financial burden triggers PAP assistance – for example, a set income 
level or an asset test or a ratio of drug cost to income or assets.  [We note, however, that a 
criterion of being uninsured would be problematic because we do not consider a Part D 
enrollee in the benefit’s coverage gap to be “uninsured” for purposes of a PAP’s 
determination of financial need.  Although a Part D enrollee may be required to pay 100 
percent cost-sharing until he or she has accrued $3,600 in TrOOP expenditures, that 
individual continues to have coverage under the Part D plan given his or her access to 
negotiated prices and continued payment of premiums.] 

 
Once a beneficiary satisfies a PAP's eligibility criteria, however, we believe the PAP should 
provide assistance through the end of the year.  If, for budgetary reasons, a PAP declines to 
commit to providing assistance through the year, the PAP may decide to limit the amount of 
drug it will provide to any PAP enrollee. If a PAP decides to set such a cap, such cap should 
apply uniformly to all PAP enrollees - and not just to Medicare beneficiaries - and should be 
determined in a manner that is not directly or indirectly related to other drug expenditures by 
Part D enrollees.  PAPs must not employ a cap to terminate PAP assistance in a manner 
designed to correlate with when the beneficiary's other drug expenditures might suffice to 
trigger catastrophic coverage under Part D or otherwise as a proxy for when Federal 
reimbursement would be available for the beneficiary's drugs.  (Please refer to Appendix A 
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for some examples of how TrOOP and total Part D drug spend are affected depending on 
when enrollment in a capped program takes place and whether an enrollee surpasses the cap 
in a given coverage year). 

 
The option of operating outside the Part D benefit, with or without the assessment of 
nominal enrollee copayments for assistance provided, will allow PAP sponsors to continue 
providing needed assistance to financially needy beneficiaries – those  whose incomes are 
too high to qualify for the low-income subsidy, but whose incomes are low enough that out- 
of-pocket costs on drugs are still burdensome – while allowing the individual PAPs 
flexibility to determine the form of their donations and, if operated with sufficient 
safeguards, to use existing PAP programs to assist needy beneficiaries.  We note, however, 
that we will be monitoring the impact of this guidance and reserve the right to revise it for 
future plan contract years.. 

 
We also emphasize that the most effective – and, ultimately, for the beneficiary, the safest – 
way for PAPs to operate outside the Part D benefit would involve front-end data exchanges 
with CMS through the use of PAP-specific trading partner agreements, which we will 
provide further information about in forthcoming guidance.  General information about 
eligibility file exchange with supplemental payers and other entities is provided in our 
coordination of benefits guidance.  To the extent that a PAP exchanges eligibility files with 
us, we will be able to flag it as a non-TrOOP eligible payer for the particular Part D drugs it 
provides Part D enrollees at no cost.  This information would therefore be available to plans 
through the TrOOP facilitation process, and plans would be alerted to the fact that they must 
follow up with the PAP to identify the prescription drug provided outside the benefit. This, 
in turn, would allow plans to set their systems to recognize that drug as part of a patient’s 
profile, while setting systems edits to prevent any payment for that prescription.  As a result, 
a beneficiary will be able to obtain free product through the PAP without affecting either 
TrOOP or total drug spend amounts on plan PDE records.  As a result of the data exchange 
process, the PAP will also receive information regarding its enrollees’ Part D enrollment 
status. 

 
To address safety concerns associated with prescription drugs provided outside the Part D 
benefits, the front-end data exchange process will enable, as described above, plans to 
follow-up with PAPs to identify those Part D drugs an enrollee is receiving outside the Part 
D benefit.  This will facilitate plans’ provision of required drug utilization review and, if 
applicable, medication therapy management program activities.  If a PAP did not exchange 
information with CMS in the manner outlined above, such information would remain 
unknown to the plan, which could potentially lead to quality of care issues.  For these 
reasons, we strongly encourage PAPs wishing to operate outside the Part D benefit 
participate in this process.  Alternatively, a PAP could provide its enrollees with a notice 
they could provide to their Part D plans indicating that they are receiving one or more drug 
products from that PAP. 

 
PAP sponsors, whether operating inside or outside the Part D benefit, remain responsible for 
complying with relevant fraud and abuse laws, including the anti-kickback statute.  Liability 
under the anti-kickback statute requires a case-by-case analysis of the particular facts and 
circumstances, including the intent of the parties.  However, to the extent that PAPs choose 
to operate within the Part D benefit, generally, the least problematic way of providing 
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assistance with the costs of covered Part D drugs to Part D enrollees is through support of 
independent PAPs operated by bona fide public charities without regard to donor interests. 
Properly structured, these programs can offer an alternative that reduces the risk of fraud or 
abuse.  Among other things, the charity must make an independent determination of patient 
need, and the patient’s receipt of assistance may not depend directly or indirectly on the 
patient’s use of any particular product or supplier of drugs. 

 
We have also received inquiries about the ability of PAPs to pay Part D premiums on behalf 
of enrollees or to provide free or discounted product through a coalition of manufacturers. 
Nothing in CMS rules and regulations prohibit such arrangements. We also note that 
organizations or entities offering patient assistance programs must comply with all relevant 
fraud and abuse laws, including, when applicable, the Federal anti-kickback statute and the 
civil monetary penalty prohibiting inducements to beneficiaries.  The HHS Office of the 
Inspector General (OIG) enforces Federal fraud and abuse statutes, and all questions 
regarding the compliance of specific arrangements with these statutes should be referred to 
the OIG. 

 
Examples of Impact on TrOOP and Total Part D Drug Expenditures in Capped 
Patient Assistance Programs 

 
Scenario 1:  Mrs. Jones enrolls in a PDP with a defined standard benefit with an effective 
coverage date of January 1, 2007.  Mrs. Jones applies for assistance with her drug costs with 
PAP X.  PAP X does not impose any nominal beneficiary cost-sharing, but finds that she 
meets the financial need criteria to receive $5,000 worth of free Drug ABC beginning 
January 1, 2007.  Mrs. Jones uses $2,500 worth of free Drug ABC in 2007. 

 
Donated 
Product 

Dollar Value 
of Donated 
Product 

Dollar Value of 
Donated 
Product Utilized 

Impact on 
Total Drug 
Spend 

Impact on TrOOP 

ABC $5000 $2500 $0 $0 
 

Scenario 2:  Mrs. Jones enrolls in a PDP with a defined standard benefit with an effective 
coverage date of January 1, 2007.  Mrs. Jones applies for assistance with her drug costs with 
PAP X.  PAP X does not impose any nominal beneficiary cost-sharing, but finds that she 
meets the financial need criteria to receive $5,000 worth of free Drug ABC beginning March 
1, 2007.  Mrs. Jones purchases $1,265 worth of Drug ABC between January 1 and March 1, 
2007 and purchases no additional covered Part drugs.  She then uses $2,500 worth of free 
Drug ABC between March 1 and December 31, 2007. 

 
Donated 
Product 

Dollar Value of 
Donated 
Product 

Dollar Value of 
Donated 
Product Utilized 

Impact on 
Total Drug 
Spend 

Impact on 
TrOOP 

ABC $5000 $2500 $1265 $515 ($265 
deductible plus 
25% 
coinsurance on 
$1000) 
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Scenario 3:  Mrs. Jones enrolls in a PDP with a defined standard benefit with an effective 
coverage date of January 1, 2007.  Mrs. Jones applies for assistance with her drug costs with 
PAP Y.  PAP Y imposes nominal cost-sharing of $5 for each prescription filled, and finds 
that she meets the financial need criteria to receive $5,000 worth of free Drug ABC 
beginning March 1, 2007.  Mrs. Jones purchases $1,265 worth of Drug ABC between 
January 1 and March 1, 2007 and purchases no additional covered Part D drugs.  She then 
uses $2,500 worth of free Drug ABC between March 1 and December 31, 2007.  PAP Y 
imposes $50 of nominal beneficiary cost-sharing ($5 for each of 10 fills) between March 1 
and December 31, 2007.  Mrs. Jones submits the appropriate documentation to her PDP for 
all the nominal copayments assessed by the plan so that they may be aggregated to her 
TrOOP and total drug spend balances. 

 
Donated 
Product 

Dollar Value of 
Donated 
Product 

Dollar Value of 
Donated 
Product Utilized 

Impact on 
Total Drug 
Spend 

Impact on 
TrOOP 

ABC $5000 $2500 $1315 
($1265 of 
total drug 
spend prior 
to March 1, 
2007, plus 
$50 in 
nominal 
PAP 
copayments) 

$565 ($265 
deductible, 
plus 25% 
coinsurance on 
$1000, plus 
$50 in nominal 
PAP 
copayments) 

 
 
 
 

Scenario 4:  Mrs. Jones enrolls in a PDP with a defined standard benefit with an effective 
coverage date of January 1, 2007.  Mrs. Jones applies for assistance with her drug costs with 
PAP X.  PAP X does not impose any nominal beneficiary cost-sharing, but finds that she 
meets the financial need criteria to receive $5,000 worth of free Drug ABC beginning May 
15, 2007.  Mrs. Jones purchases $1,265 worth of Drug ABC between January 1 and May 15, 
2007, and she purchases no additional covered Part D drugs.  She then uses $5,000 worth of 
free Drug ABC between May 15 and November 1, 2007.  Since she has reached PAP X’s 
spending cap for Drug ABC, she begins to use her Part D benefit again for Drug ABC 
beginning November 1, 2007.  She purchases $1,000 worth of Drug ABC between 
November 1 and December 31, 2007 (during this time period, she is in the coverage gap of 
the standard defined benefit given use of other covered Part D drugs throughout the year). 

 
Donated 
Product 

Dollar Value 
of Donated 
Product 

Dollar Value 
of Donated 
Product 
Utilized 

Impact on 
Total Drug 
Spend 

Impact on 
TrOOP 

ABC $5000 $5000 $2265 $1515 ($265 deductible 
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    plus 25% coinsurance 
on 1st $1000 plus 
$1000 in coverage gap) 

 

 
 
Please contact Alissa DeBoy at (410) 786-6041 if you have any questions about this guidance. 
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